Dear Editor,

The fundamental requirement for any research involving human subjects is a free and informed consent (IC).\[[@ref1]\] The features of such consent are the disclosure of research information to trial subjects by the investigator, the understanding of the given information by the participant, and the capacity of the participant to make informed decisions under free and voluntary conditions.\[[@ref2]\] However, some problems may arise with the IC process such as lack of understanding of trial purpose and design by subjects.\[[@ref1]\] The proceeding paragraphs discuss the process of obtaining IC by highlighting key features of the IC as well as certain situations which may pose a challenge to obtain the IC from a clinical trial participant.

The IC process begins with prior approval of the written certificates on the financial statements (CFs) by an appropriate European Commission (EC).\[[@ref3]\] Subject to this, the investigator presents all the written information \[[Table 1](#T1){ref-type="table"}\] on the CF and additional information to subjects and efforts must be made to improve the comprehension of participants. Such efforts include allowing more time for discussion and inviting feedback.\[[@ref4]\] Particular attention ought to be given to participants who are vulnerable or lack decision making capacity. Subsequently, the investigator ought to assess the decision making capacity of the participant by employing, for example, a questionnaire. Finally, the subject, the legal representative, or consultee must be allowed to make a free and voluntary decision to participate or withdraw by minimizing possible coercion or undue influence. The IC is formally sealed with the signature of the subject, the legal representative or consultee and the investigator who carried out the process.

###### 

Examples of information an investigator must disclose to trial participants during the informed consent discussion\[[@ref3]\]
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Regarding ethical issues, it is unjustifiable and unlawful to include any individual in a trial without prior IC.\[[@ref5]\] Yet, it is a reality that certain circumstances deny subjects the ability to give personal IC which present ethical dilemma for inclusion in trial. Such circumstances include adults lacking decision making capacity (e.g., dementia, learning disability, and drug overdose), minors, and intensive care and emergency subjects.\[[@ref6]\] However, the decision making capacity in such circumstances must not be assumed and efforts must be made to explain the trial features to the level of their capacity.\[[@ref6]\] Nonetheless, inclusion may be justifiable in the absence of personal IC when appropriate principles and regulations are followed to serve the best interest of the subject. Surrogates such as a legal representative, consultee, or nominee under the appropriate legislation may endorse the consent form on behalf of the subject. In emergency situations, where subjects are unable to consent and surrogates are not available, subjects may be enrolled in research in accordance to procedures approved by an independent EC.

Conclusion {#sec1-2}
==========

The IC process should aim at improving the understanding of the trial subject concerning the research and obtaining a free and voluntary response to participate, not participate, or withdraw at any time during the trial without having to suffer any repercussions. Consent from subject must always be sought prior to enrolment. However, where personal consent is impracticable, subjects may be enrolled under conditions which are justifiable in principles and regulations to protect the best interest of the subject over that of science and society.
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